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REMARKS : 

Claims 1 and 7 are in the case and presented for consideration. 

Applicants have cancelled claims 2-6, which are drawn to non-elected matter. 

Claim 1 was rejected under 35 U.S.C. 102(b) as being anticipated by Fishbein, et 
al. In particular, the Examiner states that Fishbein teaches pseudopeptide VPAC1 
receptor agonists placed in an HPLC loading buffer. 

Claim 1 has been rewritten to clarify the claimed invention and now recites an 
"effective pharmaceutical unit dosage formulation of vasoactive intestinal peptide/pituitary 
adenylate cyclase-activating peptide receptor agonist/' This limitation is supported by the 
specification on page 13, paragraph 53, which states that "active ingredients may be 
formulated in unit dosage" for administration with a pharmaceutically acceptable carrier. 
Examples of effective unit dosage formulation are given throughout the specification in 
milligrams per kilogram of body weight, such as described on page 15, paragraph 59. 

Applicants have also added new claim 7, which is substantially similar to claim 1, 
and further recites an effective dosage of the active ingredient formulation in milligrams per 
kilogram of body weight. Applicants note that the new unit dosage formulation limitation in 
claim 1 and unit dosage formulation limitation in new claim 7 are structural limitations 
drawn to the form of a composition. Applicants submit that rewritten claim 1 and new claim 
7 are not new matter 

Applicants also respectively submit that Fishbein fails to teach or suggest at least 

one limitation recited in claim 1. 

Claim 1 recites: 

a pharmaceutical composition for the treatment and/or 
prevention of septic shock, comprising an effective 
pharmaceutical unit dosage formulation of vasoactive intestinal 
peptide/pituitary adenylate cyclase-activating peptide receptor 
agonist with a pharmaceutically acceptable carrier. 

PAGE 4/7 * RCVDAT 1 1/22/2004 9:48:1 1 AM [Eastern Standard Time] 4 SVR;USPT0-EFXRM/3 4 DNIS:8729306 * CSID:+1 8453597798 * DURATION (mm-ss):02-04 



NOV-12-2004 '10:47AM ' FROM-Notaro 6 Michalos P,C, 



+18453597798 



T-232 P. 005 



F-983 



Fishbein fails to teach a pharmaceutical composition comprising "an effective 
pharmaceutical unit dosage formulation of vasoactive intestinal peptide/prtuitary adenylate 
cyclase-activating peptide receptor agonist." In fact, Fishbein fails to teach or suggest any 
pharmaceutical formulation at all. 

The Examiner cites Fishbein for teaching purification of pseudopeptide VPAC1 
receptor agonists in chromatography, wherein the pseudopeptide is placed in HPLC 
loading buffer. The Examiner also cites Fishbein for teaching the addition of vasoactive 
. intestinal peptide to a suspension of pancreatic acini and incubation buffer, containing 
BSA, to further study the binding of VIP to acini. 

Applicants note that Fishbein is a research article in which the purification is 
performed only so that the properties of the pseudopeptide can be further studied (e.g., 
amylase release measurement). Likewise, the amount of VIP added to incubation buffer 
is only for the purpose of researching the binding properties of VIP. Thus, Fishbein fails 
to teach or suggest an effective pharmaceutical unit dosage formulation of vasoactive 
intestinal peptide/pituitary adenylate cyclase-activating peptide receptor agonist, as recited 
in claim 1 . Fishbein does not teach or suggest any kind of pharmaceutical unit dosage 
formulations for pharmaceutical or therapeutic treatment. 

New claim 7 is also believed to be patentable for the same reasons as stated above 
for claim 1, since both claims require a unit dosage formulation. 

Claim 7 further requires a dosage of the active ingredient in milligrams per kilogram 
of body weight, which is not taught or suggested by Fishbein, et al. 

Claim 1 was also rejected under 35 U.S.C. 102(a) as being anticipated by Gourlet, 
et al. According to the Examiner, Gourlet discloses purification by chromatography, in 
which VPAC1 agonists are placed in a loading buffer Also, the Examiner indicates that 
Gourlet discloses use of 1% BSA in binding assays. Thus, like in Fishbein, the VPAC1 
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agonists are only used in the study of binding properties for example, and is not provided 
in an effective pharmaceutical unit dosage formulation for pharmaceutical or therapeutic 
administration. Therefore, Gourlet fails to teach or suggest the recited unit dosage 
formulation. 

Further, claim 7 is patentable because it recites not only a unit dosage formulation, 
but also that the dosage is in milligrams per kilogram body weight. 

Accordingly, the application and claims are believed to be in condition for allowance, 
and favorable action is respectfully requested. No new matter has been added. 



If any issues remain which may be resolved by telephonic communication, the 
Examiner is respectfully invited to contact the undersigned at the number below, if such 
will advance the application to allowance. 

Respectfully submitted, 



Dated: November 22, 2004 

NOTARO & MICHALOS P.C. 
100 Dutch Hill Road 
Suite 110 

Orangeburg, New York 10962-2100 
Customer No. 21706 

YG:yae:ael 




Attorney for Applicants 
(845) 359-7700 



Enc. 
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